JUN. 8.2005 5:47PM EDWARDS LEGAL DEPT. 949-250-6885 



NO. 2582 P. 4/17 



Appl.No.: 10/019,563 

Amendment dated June 8, 2005 

Responsive to Office Action of February 8, 2005 

Amendments to the Claims: 

This listing of claims will replace all prior versions, and listings, of claims in the application: 

5 Listing of Claims: 

Claims 1-10 (Cancelled) 

1 1 . (Currently Amended) A medical apparatus for remodeling a mitral valve annulus 
adjacent to the coronary sinus, comprising: 

an elongate body having a proximal end region and a distal end region, each of the 
1 0 proximal and distal end regions dimensioned to reside completely within the vascular system, the 
elongate body being movable from a first configuration for transluminal delivery to at least a 
portion of the coronary sinus to a second configuration for remodeling the mitral valve annulus 
proximate the coronary sinus; and 

a forming element attached to the elongate body for manipulating the elongate body from 
15 the first transluminal configuration to the second remodeling configuration; 

wherein the forming e l e m e nt is soourafelorelativc to the elongate body for retaining the 
olongato body in the second configuration at least in part within the ooronarv -sinus the elongate 
body presses a portion of the coronary sinus against the mitral valve annulus when in the second 
remodeling configuration . 

20 12. (Currently Amended) The medical apparatus according to claim 1 1, wherein the 

forming element is secured connected to the elongate body at a point of attachment and the 
forming element is movable relative to the elongate body in order to adjust the elongate body 
within the coronary sinus between the first and second configurations. 

13. (Currently Amended) The medical apparatus according to claim 12, wherein the 
25 forming element ts - adapted to be severed while tho elongat e body io pooitionod at - least in part 
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within th e coronary pinufl in the second configuration is maneuverable from outside the vein 
system for manipulating the elongate body . 

14. (Canceled) 

15. (Currently Amended) A medical apparatus as in claim 1 1 , wherein the elongate 
5 body defines an o ro assumes a reduced radius of curvature when in the remodeling configuration. 

16. (Currently Amended) A medical apparatus as in claim 1 1, further comprising a 
coating on the body for avoiding thrombosis in the co ronary sinus. 

17. (Previously presented) A medical apparatus as in claim 1 1, wherein the apparatus 
is movable from the transluminal configuration to the remodeling configuration in response to 

1 0 proximal retraction of the forming element 

lfc. (Previously presented) A medical apparatus as in claim 1 1, wherein the apparatus 
is movable from the implantation configuration to the remodeling configuration in response to 
distal advancement of the forming element. 

19. (Currently Amended) A medical apparatus as in claim 1 1, further comprising m 
15 aseheg a first stent section disposed along the distal end region o f the elongate body for retaining 

the apparatus at a deployment site within a vessel. 

20. (Currently Amended) A medical apparatus as in claim 19, wherein the anohor 
compriaea a friction enhancing surface Jtructuro first stent section is self-expanding for engaging 
the wall of the vessel. 

20 21. (Currently Amended) A medical apparatus as in claim 19, wherein the anchor 

co m p ri ^ a t nn g hmh for pimming th e wall of the vessel forming element is connected to the 
first stent section. 

22. (Canceled) 
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23. (Currently Amended) A device for effecting the condition of a mitral valve, 
annulus of a heart comprising a resilient member having a cross sectional dimension for being 
received within the coronary sinus of the heart and having a longitudinal dimension having an 
arohod configuration for partially encircling the mitral valve and, wherein the resilient member 

5 shortens alone the loneitndinal axis for exerting an inward pressure on the mitral valve when 
within the coronary sinus adjacent the mitral valve for constricting the mitral valve annulus. 

24. (Canceled) 

25. (Previously presented) The device of claim 23 wherein the resilient member has a 
distal end and a proximal end and wherein the resilient member longitudinal dimension is of a 

10 length to cause the proximal end of the resilient member to be proximal to the ostium of the 
coronary sinus. 

26. (Previously presented) The device of claim 23 wherein the resilient member 
includes at least one fixation element. 

27. (Previously presented) The device of claim 26 wherein the at least one fixation 
15 element is at a proximal end of the resilient member. 

28. (Canceled) 

29. (Canceled) 

30. (Previously presented) The device of claim 23 wherein the resilient member is 
formed of an alloy including at least nickel and titanium. 

20 31. (Currently Amended) A mitral valve annulus constricting device comprising a 

generally C ohaped clip U-shaped member formed of resilient material and configured to assume. 
a reduced radius of curvature after delivery into the coronary sinus for exerting a substantially 
radially inward force on the mitral valve annulus whon plac e d in the coronary sinus of a heart 
a bout and adjacent to the mitral val ve. 
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32. (Currently Amended) A mitral valve therapy system comprising: 

a resilient member having a cross sectional dimension for being received within the 
coronary sinus of a heart and having a longitudinal dimension having on arch e d a bent 
configuration for partially encircling the mitral valve of the heart and exerting a substantially 
5 radially inward compressive force on the mitral valve annulus of the heart when placed within 
1he coronary sinus adjacent the mitral valv e, the rooilient m e mber having a proxim at-ead 
including a coupling moohoniam ; and[[J] 

an elongated introduc e r cover sheet formed of flexible material and having a diotal end 
teete ding a coupling moohoniam for b e ing rolooaably coupl e d-to tho reaili e nt mombor coupling 
10 member for guiding the resilient member into the coronary sinus of tho heart and being detached 
from the reailient member once the resilient member io placed within tho ooronary sinus to pormit 
the introducer to be r e moved from tho - h e art while leaving the resilient mombor position e d within 
fee coronary sinus ; 

wherein the elongated cover sheet is retractable for exposing the elongate body within the 
15 coronary mys- 

33. (Canceled) 

34. (Previously presented) The system of claim 32 wherein the resilient member 
longitudinal dimension is of a length to cause the proximal end of the resilient member to be 
proximal to the ostium of the coronary sinus. 

20 35, (Previously presented) The system of claim 32 wherein the resilient member 

includes at least one fixation element. 

36. (Previously presented) The system of claim 35 wherein the at least one fixation 
element is at the proximal end of the resilient member. 

37. (Canceled) 
25 38. (Canceled) 

6 
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39. (Currently Amended) The system of claim 32 wherein at least a portion of the 
resilient member is formed of an alloy including at least - nickel and titanium a shape memory 
material . 

40. (Currently Amended) The system of claim 32 further including an elongated 
5 oylindriool ahoath dimensioned for r e c e iving th e r e sili e nt mombor - nnd th e introducer, th e sheath 

being - flexibl e for advanc e m e nt - into tho coronary oinua and guiding th e r e siliont m e mber into the 
coronary sims stabilizing instrument coupled to the resilient membe r for maintaining the 
resilient mem ber in a. d esired location during retraction of the cover sheet . 

41. (Canceled) 

10 42. (Currently Amended) A method of treating dilated cardiomyopathy of a heart of 

a patient, the method including the steps of: 

providing a constriction device form e d of resili e nt - material having - on unstr e ss e d C shape 
configuratio n wi th an effective radius l e as than a dilat e d mitral - valvo annulraH-adius having a first 
state and a orooa nQotionol dimension for being received within - the adaptable for d elivery into a 
1 5 coronary sinus of the heart; and 

advancing the constriction device from the right atrium into the coronary sinus of the 
heart until the constriction device at least partially encircles the mitral vatee valve of the heart; 
and 

transferring the constriction device to a second state for pressing the e nrrtnary agog 
20 against the mitral valve anrtulus, 

43. (Currently Amended) The method of claim 42 wherein the advancing step 
includes releasably coupling the constriction device to an elongated flexible introducer and 
moving the constriction device from the right atrium into the coronary sinus with the introducer. 

44. (Previously presented) The method of claim 43 including the further steps of 
- 25 releasing the introducer from the constriction device when the constriction device at least 

partially encircles the mitral valve and removing the introducer from the patient, 

7 
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45. (Currently Amended) The method of claim 43 including the further step of 
placing a cylindrical shoath cover sheet within the coronary sinus of the heart of the patient, the 
sh e ath cover sheet having a cross sectional dimension for receiving the Introducer and 
constriction device, and wherein the advancing step includes the step of guiding the introducer 

5 and constriction device from the right atrium into the coronary sinus within the s h e ath cover 
sheet . 

46. (Currently Amended) The method of claim 45 including the further steps of 
releasing the introducer from the constriction device when the constriction device at least 
partially encircles the mitral valve and removing the introducer and ah e ath cover sheet from the 

10 patient. 

47. (Currently Amended) The method of claim 46 including the further step of 
retracting the eheath cover sheet until the sheafe cover sheet is proximal to the constriction 
device prior to releasing the introducer from the constriction device, 

48. (Currently Amended) A initial valve annulus constricting device comprising a 
15 generally G shap e d clip member an elongate body formed of roailiant a shape memory material 

and configured for insertion into a r^rrmaty qimis for exerting a substantially radially 
compressive force on the mitral valve annulus when placed adjacent to the mitral valve. 

49. (Currently Amended) A method to reduce a mitral valve annulus comprising 
inserting an elongate body at least partially into a coronary sinus using a cath eterization 

20 tftr.hniq iie and adjusting a shape of the elongate body within the coronary siniig for pressing the 
coronary sinus against the mitral valve annulus. 

50. (Currently Amended) A method of closing a gap in a mitral valve comprising 
advancing an elongate body at least partially intn a coronary sinus using a catheterization 
technique and adjusting the elongate body from a location outs ide the body for pressing the 

25 coronary sinus against a mitral valve annulus of the mitral valve to close the gap, 

8 
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51. (Currently Amended) A medical device for remodeling an extravascular tissue 
structure adjacent to a vessel in a patient, comprising: 

an elongate body extending between a proximal end and a distal end, and that is 
adjustable between a first configuration having a first shape such that the elongate body is 
5 adapted to be delivered at least in part into the vessel and a second configuration having a second 
shape such that the elongate body is adapted to exert a force from within the vessel onto the 
extravascular tissue structure in order to remodel the extravascular tissue structure, 

wherein the elongate body is adapted to be positioned in the first configuration at least in 
part within a coronary sinus and is adapted to remodel a mitral valve annulus adjacent to the 
10 coronary sinus when the elongate body is located at least in part within the coronary sinus and is 
adjusted to the second configuration; and, 

a forming element that is s e cur e d connected to the elongate body at a point of attachment 
and that is moveable in order to adjust the elongate body within the coronary sinus between the 
first and second configurations. 

15 52. (Previously presented) The medical device of claim 51 wherein the forming 

element is moveable relative to the elongate body in order to adjust the elongate body within the 
coronary sinus between the first and second configurations. 

53. (Previously presented) A medical device as in claim 51, wherein the elongate 
body is adjustable from the first configuration to the second configuration principally by applying 

20 a force from the forming element to the elongate body. 

54. (Previously presented) A medical device as in claim 51, wherein the elongate 
body is adapted to be uncoupled in the second configuration from at least a portion of the 
forming element located at least in part within at least the coronary sinus. 
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55. (Previously presented) A medical device as in claim 51, wherein the forming 
element is adapted to be severed while the elongate body is positioned at least in part within the 
coronary sinus in the second configuration, 

56. (Previously presented) A medical device as in claim 51, wherein the proximal 
5 extension of the forming element comprises a proximal member; 

the forming element further comprises a distal member that is coupled to the proximal 
member and is attached to the elongate body at the point of attachment; 

the proximal member is adapted to transmit an applied force from outside the patient to 
the distal member while the elongate body along the midportion is located within the coronary 
10 sinus; 

the distal member is adapted to substantially transmit the applied force from the proximal 
member to the elongate body in order to adjust the elongate body from the first configuration to 
the second configuration within the coronary sinus; 

and the distal member is detachable from the proximal member while the elongate body 
15 is in the second configuration at least in part within the coronary sinus in order to thereby sever 
the forming element. 

57. (Previously presented) A medical device as in Claim 51, wherein the forming 
element between the point of attachment and the proximal end portion of the elongate body is 
substantially circtunferentially confined by the elongate body. 

20 58. (Previously presented) A medical device as in Claim 51, wherein the forming 

element has a proximal extension that extends proximally from the elongate body and externally 
of the patient when the elongate body is located at least in part within the coronary sinus, and the 
elongate body within the coronary sinus is adjustable within the coronary sinus from the first 
configuration to the second configuration by manipulating the proximal extension outside of the 

25 patient. 

10 
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59- (Previously presented) A medical device as in claim 51, further comprising an 
anchor for retaining at least a portion of elongate body within the coronary sinus. 

60. (Previously presented) A medical device as in claim 51 , wherein the elongate 
body comprises a length along an axis and is adjustable from the first configuration to the second 

5 configuration principally by transmitting an axial force from the forming element onto the 
elongate body relative to the axis. 

61. (Previously presented) A medical device as in claim 51, wherein the elongate 
body is adjustable from the first configuration to the second configuration in response to 
proximal retraction of the forming element. 

10 62. (Previously presented) A medical device as in claim 51, wherein the elongate 

body is movable from the first configuration to the second configuration in response to distal 
advancement of the forming element 

63. (Currently Amended) A device for effecting mitral valve armulus geometry of a 
heart comprising: 

15 a first anchor fixation element configured to be positioned within and fixed to the 

coronaxy sinus of the heart adjacent the mitral valve annulus within the heart; 

a wire feed connected to the first aaeher fixation element and extending proximally from 
the first aaehef fixation element within the heart through the coronary sinus: and 

a second anchor fixation element configured to be positioned in and fixed in the heart 
20 proximal to the first anchor fixation element aad-arrangcd to r e ceiv e th e wir e; 

wfaoroby whon-the first and second anchors arc fixod within th e heart, the wir e is draws 
proirimally, and th e wir e is secured on - tfao Gooond anchor, the geometry of tho mitral va lve-is 
effected 

11 
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wherein the wire is maneuverable from a location outside the v ein system to reshape the 
mitral valve annulus and the first and second fixati on elements are configured to hold the mitral 
vfllvft airma ils in a reshaped condition. 

64. (Currently Amended) A method of effecting mitral valve annulus geometry in a 
5 heart, the method including the steps of: 

providing an elongate body having first and second stent sections and a wire connected to 
the first stent section ; 

fixing [[a}] the first aaefee* fit ent section within the coronary sinus of the heart adjacent to 
the mitral valve annulus; 

10 anchoring fixing [[a]] fee second aneher stent section within the heart proximal to the 

first onch&f stent section: and. 

fixing a wire to the firot gjfifiii 

attending the whs proirimnll y fr om thr firit nnrhtrr mrl feeugh fee second nnnhnr- 
diuph toi ng t he wire p rt m imnll y rnlntivrr t n thr ihttH nni^™- tn ™" T " tnnrinr. in tho wi T a: 

15 and 

seemi ng tho sooond anchor to th e wire 

withdrawing the wir* ft* p ollin g the first stent section toward th e second stent section, 
ftftrebv reshaping the coronary sinus and causing the coronary sinus to press Bfiginst the mitral 
valve annulus. 

20 
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